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285(31).— 3flT Wr?ft 1945 ^ 3ik 


^ W^, 3M^ 3ik wnft 1940 ^ gRT 33^ ^ 


3T^aii^'HK, ^ 2 , ^ 3 , (i) ctt^ 10 3tw, 2004 , 


3 #? mRcIK cfTc^luj TfofT^ ^ 3ff^RJEFrT ^.^.RT. 907 (3T), cTlIkl 10 3FR^, 


2004 ^ ^ ^ wiwRt ^ ^3^ yrnfcT^ ^ ^ 


2ft, McbiRid Tpn 2Tr 3fR 71^ ^ ^ 2ft Rraftf ^ ^ drft^ 

i 

I 

fttl ^7#^ ^ 3T^ ^fTPTFd' ^ ^fWcT, I^RTcfft ^ xJMMd ^ RRTft ; 


3tRrjeptt 3ftrf^ t, w^^^q^^^^2ft, ww ; 

■' : I 


3fk TTSm ^ ;rf^ cTTftTI 10 SFRcT, 2004 ^ ^fft ^ ^ 


; 


slk ^3^ ^ ft vJPTcTT ^ 57RT 37 tM 3#? ^g§nft! ft? 'H?cbK ft ffteTR 


cFRfeRn t ; 
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3T?T: 3TW, ^ STRT '33^ ^ cf>T JHTHT 

cF^ 3TT^^, 3Tmf^ d'cMtcf^ >!HcHr^cF>R ^ ^ WR? cf5^ 

3Tt^ aftr ;rttept Trmrft f^RW, 1945 ^ Pinf^R^ Ti^epr cfr# t, 3T2^^cI :- 

1. (1) ^ tyrant ^ ^ 3ik wtept ttph^ ( ^ -tI^ept) 

f^, 2005 t I 

(2)'^ 4 ycbt^M cfft dl’5]<a cj^ PTffr I 

2. 3lk ;RTTEPr f^RPlt I68 TmicT Pl*^lclRaa WPIT, 3 T 2 Ffe ;- 

“I69.3E55TPT ;- 3 F^ 5 lld 3 T 2 rf?T 

^rf^^FIcH-OcblW, RPfcfKf7RcF>, ■^R’j^cplW, 3l^cf>c^ 'Tl'^ TE^ TcT’T 2 f^PlR'^. 

3TTf^ TfT 1%^ ^ ^;=TFft 3M^ 3Tq1%W Plc|Ri*l (tft W ^) TTRcft^ 

wfr cptf^Rn (3pf ^), flf^ w^t cptf^Rir (ff it), wf ^ 'o^i (^ ^ 
^ ■'PP) 3ftR 3P^ '[Hiyuft c^ Ti'E’ (3) i TfajiqPid c^ STEftE’ HFRP ^ 

^T^TTR arpTTcr t, STstfcT :- 




























[HPTii—•^gpTgsg)] 


^iM'^TrsTO: arofrarr’? 


56. 

wr^cblciT^ci 


57. 

afk 3>Hcf> c^cMH 


58. 


3I|441 

59. 

tcfrcp (crr§T) 

3TTf4t 

60. 



61. 

^^^^jyjjllg^^l^^llllllllllllllllllll^ 

3TT^ 

62. 


411^4)1' 

63. 

___ 1 


64. 



65. 

'5H')f^44 dlRd 


66. 

RHcft4>e 

3Tl|4i 

67. 

Ml^cblc^lci 

^\i'^ 

68. 



69. 

'(iI'R: ^lyiRh4 


70. 


m 

71. 



72. 


3TTt^ 

73. 

■'J^Rcb 3jk 3 nHc^ cHcIUI 

3TT^ 

74. 

vy,$l5lvl 

31|44) 

75. 

dlc^ 

34^41 

76. 

dl<!R4) 3fP<?T 3fR ci^OT 

if|l)Lb4 

77. 



78. 

^Hllchi^ 4TT 

3TTt^f 

79. 

^cKH 414-3iriflto 

3^l44) 

80. 

4l^sbl4o|^H 
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- 

1. 3#? ct7|'(ch1 ^ 'cSct^'y '6 m 41<WI ^ WTci^ ^ 

I 

2. 3ik wmarf ^ f^Raa ^rrar ^ Wr ^ wrPr ^ ^ 3 p^ 

zfpTcp ^ ^ test MT? ^fte ^ ^e^TsT RbEI ^I^EI 3itT fcrf^rEWT ^E>l4 

TTf^T^ ^ Eurpn I 

3. f^P l i^Ql ilt 1^ ^ fcrfipE EcPN ^ Elvjicb't EJT dcE'i-iEd 3T[^ E^ ESE Ef^EFT 

^ fM RP l HluicbE t ^x\i<\^ ^ I ^ 3Et^/#ft/^!J3TM/TftW 3FT 
EFFE tM" ^WcE ^ TFJTEY #ET I 

[FT. 4 %-11020/2/2001-^kM (3Trp)] 
?nTRF, 

fenjOT :—"jp 1^ ERE % EERR arfE^EET E. T3E’-28/10/45-(E^) ER^I 21 fEE^ET, 1945 HE M<*lR;W EE ^ sftr 
3tfOT ER E. ET.EiT.fE. 174{ E) ERIH 16-3-2005 HE EEtfEcT %E Et^ I 

MNISTRY OF HEALTH AF® FAMILY WELFARE 
(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy) (AYUSH) 

NOTIFiCATION 
New Delhi, the 11th May, 2005 

G.S.R. 285(E).— Whereas a draft ftirther to amend the Drugs and Cosmetics Rules 1945 
was published as required by section 33N of the Drugs and Cosmetics Act, 1940 in the 
notification of the Govemme'^t of India in the Ministry of Health and Family Welfare 
vide No.G.S.R.907 (E), dated the 10* August, 2004, in the Gazette of India 
Extraordinary, Part II, section 3, sub-section (I) dated the 10* August, 2004, for the 
information of all persons likely to be affected thereby and a notice was given that the 
said draft rules will be taken into consideration after the expiry of a period of three 
months from the date on which copies of the Official Gazette containing the said 
notification were made available to the public; 

And whereas the said Gazette was made available to the public on 10* August, 

2004; 

And whereas objections and suggestions have been received from the public on 
the said draft and considered by the Government; 

Now, therefore, in exercise of the powers conferred by section 33-N of the said 
Act. the Cenfral Government after consultation with the Ayurvedic, Siddha, Unani Drug 
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Technical Advisory Board (ASUDTAB) hereby makes the following amendments in the 
Drugs and Cosmetics Rules, 1945 namely 

(1) These rules may be called the Drugs and Cosmetics (V Amendment) 

Rules, 2005. 

(2) They shall come into force on the date of publication in the Official Gazette. 

2. In die Drugs and Cosmetics Rules, after rule 168, the following rule shall 

be added, namely:- 

“169. Permitted Excipients Permitted Excipients, i.e. additives, preservatives, anti¬ 
oxidants. coloring agents, flavouring agents, alternate sweeteners specified in column 
(2) of the Table below are peftnitted in Ayurveda or Siddha or IJnani dnips as per 
reference standard or grade under the prevention of Food Adulteration Act (PFAT 
Indian Pharmacopoeia (TP). British Pharmacopoeia (BP). United States National 
Formulary (IJSNF) and others as mentioned in column of the Table, namely: 


TABLE 


S.No 

Permitted Excipients 

Reference Standard/ 

Grade 

(1) 

_' 

_(3)__ 

A. 

Additives 


1 . 

Gum Acacia 

PFA 

2 . 

Activated Charcoal 

IP 

3. 

Agar __ 

PFA 

4. 

Alginic Acid & its salts 

PFA 

5. 

Arachis Oil 

PFA 

6 . 

Beeswax 

IP 

7. 

Bentonite 

IP 

8 . 

Calcium Carbonate 

PFA 

9. 

Calcium Phosphate Dibasic 

IP 

10 . 

Calcium Phosphate Tribasic 

JP___ 

11 . 

Carbomer 

IP 

12 . 

Camauba Wax 

IP 

13. 

Cellulose & its derivatives 

IP 

14. 

Cetocetyl alcohol 

IP 

15. 

Citric acid & its salts 

PFA 

16. 

Colloidal Silicon Dioxide 

IP 


Carmellose Sodium 

IP 

18. 

Dextrin & its derivatives 

PFA/IP 

19. 

Dextrose 

PFA 

20 . 

Emulsifying Anionic Wax 

IP 

21 . 

Gelatin 

IP 

22 . 

Glucose 

PFA 

23. 

Glycerin 

IP 

24. 

Guar Gum 

PFA 

25. 

Hard Paraffin 

IP 

26. 

Hydrogenated Vegetable Oil 

PFA 
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27. 

Icing Sugar 

PFA 

28. 

Invert Sugar Syrup 

BP 

29. 

Isopropyl myristate 

IP 

30. 

Isopropyl palmitate 

BP 

31. 

Kokam Butter 

PFA 

32. 

Lactose 

IP 

33. 

Lecithin/ Soya Lecithin 

USNF 

34. 

Light Magnesium Carbonate 

IP 

35. 

Light Mineral Oil 

IP 

36. 

Liquid Glucose 

PFA 

37. 

Liquid Paraffin 

IP 

38. 

Magnesium aluminium silicate 

BP 

39. 

Magnesium Carbonate 

IP 

40. 

Magnesium Oxide 

IP 

41. 

Malic Acid 

PFA 

42. 

Malt Extract 

IP 

43. 

Maltodextrin 

USNF 

44. 

Mannitol 

IP 

45. 

Methcrylic acid ethylacrylate 

USNF 

46 

Microcrystalline Wax 


47. 

Pectic Enzyme 

In-house specification 

48. 

Pectin 

PFA 

49. 

Poloxamer 

USNF 

50. 

Polyethylene Glycol 

IP 

51. 

Polymethacrylate 

USNF 

52. 

Polysorbates 

IP 

53. 

Polyvinyl alcohol 

IP 

54. 

Polyvinyl pyrollidone 

IP 

55. 

Polyvinyl acetate phthalate 

IP 

56. 

Potassium Bicarbonate 

IP 

57. 

Povidone & its derivatives 

IP 

58. 

Propylene Glycol 

IP 

59. 

Shellac 

IP 

60. 

Skimmed Milk Powder 

PFA 

61. 

Sodium Bicarbonate 

IP 

62. 

Sodium Chloride 

PFA 

63. 

Sodium Edetate 

PFA 

64. 

Sodium Hydroxide 

IP 

65. 

Sodium Lauryl Sulphate 

IP 

66 . 

Sodium Silicate 

IP 

67. 

Sodium Starch Glycollate 

IP 

68 . 

Sodium Stearyl Fumarate 

IP 

69. 

Soft Paraffin 

IP 

70. 

Sorbitan Esters 

BP 

71. 

Sorbitol 

IP 
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72. 

Starch & its derivatives 

Ip ~ ~ 

73. 

Stearic Acid & its salts 

IP 

74. 

Sucrose 

IP 

75. 

l^aic “ - 

IP 

76. 

Tartaric Acid & its salts 

PFA 

77. 

Titanium Dioxide 

IP 

78. 

Tragacanth Gum 

~ _ 

79. 

Wax non-ionic emulsifying 

IP 

80. 

Wax microfine 

IP 

81. 

White petroleum ielly 

IP 

82. 

Xanthan Gum 

USNF 

83. 

Xylitol 

USNF 

84. 

Yeast 

PFA 

85. 

Yellow petroleum wax 

IP 

86 . 

Yellow petroleum jelly 

IP 

87. 

Zinc oxide 

IP ■ ~ 

— 




B. 

Preservatives: 



1 . 

Acetic acid 

PFA 

2 . 

Benzalkonium chloride 

IP 

3. 

Benzethonium chloride 

IP 

4. 

Benzoic acid & its salts 

PFA 

5. 

Bronopol 

BP 

6 . 

Butyl paraben 

BP 

7. 

Cetrimide 

flP 

8 . 

r Ethyl paraben 

BP 

9. 

Imid urea 

In-house specifications 

10 . 

Propyl paraben & its salts 

PFA 

11 . 

Methyl Paraben & its salts 

PFA 

12 . 

Phenyl mercuric nitrate 

IP 

13. 

Propionic acid & salts 

PFA 

14. 

Sorbic acid & its salts 

PFA 


C. 

Antioxidants: 



1 . 

Ascorbic acid & its salts & esters 

PFA 

2 . 

Butylated hydroxyl anisole 

PFA 

3. 

Butylated hydroxyl toluene 

rPFA 

4. 

Gallic acid esters 

PFA . 

5. 

Potassium metabisulphite 

PFA 

6 . , 

Sodium metabisulphite 

PFA 
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D. 

Colourine asents: 




As permitted under rule 
127 of Drugs and 
Cosmetic Rules, 1945. 


E. 

Flavouring asents: 




As permitted under Fruits 
Product Order and PFA 
Act, Rule 63. 


F. 

Alternate Sweeteners: 




As permitted under Fruits 
Product Order 


Note: 


1. Preservatives, alternative sweeteners and colouring agents shall be mentioned on 
the label for information of the user. 

2. Additives used in various processes and to formulate dosage form shall be 
mentioned clearly with quantity in the flow sheet and the record shall be 
maintained by the manufacturing unit. 

3. Manufacturers shall be responsible to ensure rationality, safety and quantity of 
various additives used in the formulation. This will be as per IP/BP/USP/PFA/or 
other standard reference book”. 


[F.No.K.-! 1020y2/20dl-DCC(AYUSH)] 
TARADATT, Jt. Secy. 


Note ;_The principal rules were published in the Official Gazette vide notification No. F.-28/10/45-(H), dated the 21st 

December, 1945 and the last amended vicile No. G.S.R. 174(E)dated 16-3-2005. 
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